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1065E EEAEIEFE 4/ N 827 (triamcinolone acetonide) 2 1 B4 (dexamethasone) i /& s HI
acetonide /NHEH - ETH TR SEZME triamcinolone acetonide (ffiJ% 5599.8%) *
BRI - (U.S. Pharmacopeial Convention USA)J$¢
Dexamethasone By 2 BAE R EE o - & USPfcE R HE A, -
ZIER R EGRERET R ~ BUREE - 24 S
JE PRI~ LRE R~ BRI AL IR ZIR(EEH » Z8) K HF (Fisher Scientific,
& RS BB EREERZIEE - RIH Canada) ' ¥JERE 244 - FHEE (). T.Baker,
BB AL - MBS 195 E80F USA) » Zf&(J.T.Baker, China) % 5 P %
A B TR b A B A Y Bk B e G £ (Honeywell Fluka, Germany) * #3J#£HPLC
£ dexamethasone$E A HELT i E T A - 301F4R o
B B EHERTEREY - BHIA (R A E
HEZRKREHESREEE 0 IR FaH 1. SR NTE (1100 series, Agilent,
EEOM 5 FASSEF R &1 ¥ E dexamethasone USA 521260 Infinity, Agilent, USA)
FER B E - WSR3 mEEt  Bl1ES 2. I HES R BE(VK-7000, Vankel, USA Jz
EHERTEHE? ; MR 104EERNAE 2 708-DS, Agilent, USA )
dexamethasone [ il S4B R 1A% 7 MRl 2 3. A ¥ FE T RSE(XP205DR, Mettler
e P i B S SR T & IR E RS T [ 2 2= Toledo, Switzerland)
B+ Ry AL S DR 2 AW E 1B 4. HEE I E % 2%(8510, Branson, UK)
1064F BT H A E B - 5. Bt 00 H%(Z 383k, Herml, USA)
AT BB TR R - BAEEE « B 6. 7KiAT#(BH-230D, YIH DER, Taiwan)
& — i 8l E FilbeaH i L .
iR R B s T e — O BWULA
B B AR A AL T B i Z S E AR - () Triamcinolone acetonide
BRI 546 R Al R a2 B M s B 2 AREZHRBEEBERSENE S
E o JRAE R N S iR B R B SR B M B E S E o I 208 R g gl 5
E2MRE - DS EE S AT @ RER FI PN R o 22 F7 B8 S 808 (Triamcinolone
HBEL S - Acetonide Ointment)™ f 35 B £ #5539
fil Triamcinolone Acetonide Cream' -

MRS E Triamcinolone Acetonide Ointment® % 25
L ZE A0 Triamcinolone Acetonide Nasal
Spray™ 2 I EgHAS K 5T DAk g -

(Z)Dexamethasone

— R

(IR AR« A B T BT AR R b A b B E H R E Rk # A - A
&N~ 2R - Ey - B - 2R o BAALEEY—EREEHE SR
HETT RS - AR EE 7 1R (555RFF RS B o W2 IR LIS J\ ffH f S BE 5
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fluoxymesterone (#i/%%599.9%) K& HE S VAT 2 e L2 T R R ] BRI BRI
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(mg/tab.) (mL) -

(mL) (mg/L)
0.25 10 6 25
0.5 10 6 50
0.75 20 12 375
4 100 60 40
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1065E EEAEIEFE 4/ N 827 (triamcinolone acetonide) 2 1 B4 (dexamethasone) i /& s HI
= - mERREKIRRERERBER ARt
JE] FE[H B2 4 M FH B4 (triamcinolone acetonide) BT AR e
(dexamethasone)
R U Bl 2R HDER g NG BB B R BEm %l
FfET 0 0 0 0 0 1 0 0 0 0 1
E =il 0 1 0 1 2 2 0 1 0 1 4
Frdbr 0 1 0 0 1 2 1 2 0 0 5
PR 1 0 0 1 2 0 0 0 0 2 2
HTHR 0 1 0 0 1 0 0 2 2 0 4
wrvrT 0 0 0 0 0 0 0 1 0 0 1
EESS 1 1 0 0 2 0 0 0 0 0 0
2 0 1 2 0 3 1 1 3 2 0 7
LR 0 1 1 0 2 0 0 2 0 0 2
TRRRR 0 0 2 0 2 0 1 0 0 0 1
FaFe 1 0 0 0 1 0 0 1 0 0 1
FHTeh 1 0 0 0 1 0 0 0 0 0 0
ETeah) 0 0 1 0 1 0 0 2 1 0 3
=T 2 0 2 1 5 4 0 1 0 0 5
R 0 0 0 0 0 1 0 1 1 0 3
BRI 1 0 0 0 1 0 0 1 0 0 1
TEHER 0 0 0 0 0 0 0 0 0 1 1
PR RR 0 1 0 0 1 0 0 1 2 0 3
2R 0 0 0 0 0 0 0 1 0 0 1
B 0 0 0 0 0 1 0 0 0 0 1
it 7 7 8 3 25 12 3 19 8 4 46
Hortu(%)  28.0 28.0 32.0 12.0 - 26.1 6.5 41.3 17.4 8.7 -
F= - HH  FEIEMEREE - @AGIEHEEE AL
LT MR (%) B (%) BERMER%) AR (%)
A 8] 547 I FH B4 (triamcinolone acetonide) 60.0 40.0 88.0 12.0
AT 1R 2475 (dexamethasone) 78.3 21.7 100.0 0.0
PO - SERIGRE B « BRI SR RBUR AU E MR B AT DR
GE KR B @A /INEF
Tl (1F) 22 3 25
% [E]i5 4 FH 475 (triamcinolone acetonide) FFEIEER) 19 3 22
BLEMU(E) 16 2 18
Tl (rF) 46 0 46
A [ 2 IR #4751 (dexamethasone) FFATRE(AR) 33 0 33
BLER(Z) 29 0 29
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RO~ RIANBEIRAERTFEREY - ROERRBIAMEREERMET =

o - AT (R) BUEM(R)
e HiEgteis HEER©%) it WS W %)
HE 36 19 52.8 25 16 64.0
#A [ 4 FH 75 (triamcinolone acetonide) iii AL 3 3 100.0 2 2 100.0
et 39 22 56.4 27 18 66.7
BlE 75 33 44.0 54 29 53.7
A [ i 1 IR #4751 (dexamethasone) A0 0 - 0 0
/NEF 75 33 44.0 54 29 53.7
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& T EDEXAMETHASONESE S &~ fh/E
A - YRS EREEWRER
10:1-5 ©

L EFPEGER B E > A0S REATE -

2000 i EDexamethasonefE 2 f'E
T EY RN ERFAEWICER - 18:
36-32 °
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PR o 55\ » 2444 FH - HETREF
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. The United States Pharmacopeial Convention,

Inc. 2016. The United States Pharmacopeia
39" The National Formulary 34. pp. 6237-
6239. United States Pharmacopeial Conven-
tion, Inc. Rockville, MD. USA.

. The United States Pharmacopeial Convention,

Inc. 2017. The United States Pharmacopeia
40", The National Formulary 35. pp. 6561-
6565. United States Pharmacopeial Conven-
tion, Inc. Rockville, MD. USA.
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Study of Quality Surveillance on the Topical Steroids
Preparations (Triamcinolone Acetonide) and Oral
Steroids Preparations (Dexamethasone) in 2017

CHIU-YU HUANG, CHING-CHIA CHANG, SHU-HAN CHANG,
CHEN-YUAN WU, YA-HUI HSU, MEI-CHIH LIN, DER-YUAN WANG
AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

This project surveyed the quality of topical and oral steroid preparations on the market in
Taiwan. From January to June 2017, local health authorities acquired 71 samples of triamcinolone
acetonide topical preparations and dexamethasone oral preparations from hospitals, clinics, pharmacy,
pharmaceutical firms and pharmaceutical manufacturers. These samples were analyzed by the methods
described in the Chinese Pharmacopoeia VIII/USP 39/USP 40 with authorized specifications. Several test
items such as identification, dissolution, uniformity of dosage units and assay were included. The results
showed that one sample of topical triamcinolone acetonide preparations failed the test for specification of
assay, and all the others met the compendial requirements. The surveillance results of this project will be

provided as reference for drug administration and management.

Key words: steroids, topical preparation, oral preparation, triamcinolone acetonide,
dexamethasone



